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UNIVERSITY OF WASHINGTON

CENTER FOR DRUG EVALUATICA

AND RESEARCH
Paul Leber, MD DEC 29 1997
Director ?
Division of Neuropharmacological Drug Products HECE’VED HFD_120

Office of Drug Evaluation |

Center for Drug Evaluation and Research
Food and Drug Administration

Rockville, MD 20857

Re: IND 52,523 for magnesium sulfate and diazepam injection
after cardiac arrest

Dear Dr. Leber:

In your letter dated 1997 October 17, you indicated a need to receive copies of
information concerning public disclosures (see item number 1).

Enclosed please find two copies of materials related to community consultation
carried out in preparation for this study and a reply from the Human Subjects
Review Committee at the University of Washington. As you can see from the
correspondence dated 1897 December 19, the Committee has reviewed these
materials and has indicated that we have met all the requirements for
implementation of waiver of consent for this study. The Committee also
suggested that we send these materials to you (see item number 3).
We are hoping to initiate the study sometime in 1998 January. If you have any
questions about these materials or the study, please contact me as soon as
possible. Best wishes for the holidays.

Sincerely,

W.T. Longstreth, Jr, MD
Department of Neurology

Box 359775

Harborview Medical Center voice: (206) 731-3251

325 Ninth Avenue facsimile: (206) 731-8787

Seattle, WA 98104-2499 electronic mail: wi@u.washingtor.edu
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' December 19, 1997

W. T JLongstreth, Jr., ‘M.D.
Depagtment of Neurology
Box 359775
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Dear Dr. Longstreth:

&y

) e )

\,\

‘|1

. 5

Re: Human Subjects Review CommLttee Appllcatlon No. 27= 03131& entltled
“Brain Cardiopulmonary Resuscitation: Magnesium, Diazepam, Both,
Neither”

or

Thank you for your letter of November 25, 1997, and submission of
community consultation and public notification results regarding the-
above-referenced application. Human Subjects Review Committee A read and
discussed these materials at a Committee meeting on December 10,.1997.

The Committee has determined that you have met all of the reQuirements for
implementation of waiver of consent for this study. We approve the use of
waiver of consent for this study and grant you authorization to begln the

" study.

Please also note our specific comments, below.

Additional information

1. Thank you for the report on the comments from the telephone questionnaire,
the PSA/advertisement, the meeting with cardiac arrest survivors, and the.
mailing to cardiologists in Seattle and emergency room directors and
nursing directors of intensive care units for Seattle hospitals. The
Committee felt that the breadth and detail of the community consultations
regarding the waiving of consent for this particular study provided
sufficient input from the community. We note that all of the responses
were positive. The telephone survey was particularly interesting in that
it allowed for a broad range of people to express very specific opinions
about the research. We note that the majority of those called (>70%) did
support the study, would want to participate, would want a family member
to participate, and felt that waiver of consent could be justified under
these circumstances.

It is interesting that the main concern that came up several times was not
the issue of the need to waive consent, but rather a design issue - the
need for placebos in clinical trials. It appears that you have been able
to explain to those who inquired why placebos are necessary. We feel that
you have responded appropriately to the comments elicited by the community
consultations and we note that no changes are needed in the study design.



To: Dr. Longstreth -2- ‘ December 19, 1997'

2. Please keep us informed as to your progress in obtaining apprdval from the
other hospital IRBs in the area who may be receiving patients who have
been enrolled in your study. We hope that our approval of your study and
our authorization for you to proceed will help to facilitate the appfoval
process at the other institutions.

’3. In terms of your questions regarding the FDA letter of October 17, 1997,
"' ° our interpretation is that the FDA would like to receive from you .the same
. materials that you sent the Committee regarding the nature and results of
. the community consultations-and public disclosure. As stated in their
letter, they need to have on file “copies ¢of the information that was
disclosed, identified by the IND number.” 1In addition, the FDA also
needs,. on an ongoing basis, any other public comments besides those which
" you have already received, in order to monitor any public QppOSltlon to
the project.

.~r"

)/

We wish to thank you for your continued. patlence and cooperatxon,ﬁﬁ working
with us toward obtaining approval of this study and approval of, Waiver of

" consent. The Committee realizes that it has been a difficult and somewhat
arduous process. Undoubtedly, future applications requesting use of waiver- of
consent .in emergency circumstances will become easier to rev1ew, approve, and
execute as a result of your efforts at this' time. :

If you have questions concerning this letter, please contact Dr. Erica Jonlin,
Human Subjects Review Coordinator, at 543-4798. We look forward to receiving
the report on theresults of the pilot study, as well as .the new-application
for the randgmd rial.

Sincerel

Zane ‘Brown, M.D., Chair
Subjects Review Committee A

S e e e e ————



University of Washington Correspondence

INTERDEPARTMENTAL

Date 1997 November 25

To: Zane A Brown, MD
Chair, Human Subjects Review Committee A , e
Human Subjects Division Human Subjects Division
Grant and Contract Services

Box 355752 | , DEC 0 1 1957

From: W.T. Longstreth, Jr, MD Uw
Department of Neurology
Harborview Medical Center
Box 359775

RE: Community Consultation for
Human Subjects Review Committee Application No. 27-0313-A
"Brain Cardiopulmonary Resuscitation™

Although | have not received any calls about the Public Service Announcement
for about three weeks, | was called today by a 90 year old man.

He indicated that his associates at his nursing home and he had discussed the
announcement. The main question related to people who have gone through
the process to make themselves a no code. Would they be forced to be
resuscitated and enrolled in the study? | explained that only those patients who
the paramedics resuscitated would be eligible for the study. If a patient did not
want to be resuscitated, specific things needed to be done to assure that neither
the paramedics nor anyone else would attempted cardiopulmonary
resuscitation. He was familiar with the State laws relating to these issues.

Otherwise, he said that everyone was supportive of the study being done. The
waiver of consent was not an issue.
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Date 1997 November 24

To: Zane A. Brown, MD
Chair, Human Subjects Review Committee A
Human Subjects Division
Grant and Contract Services
Box 355752

From: W.T. Longstreth, Jr, MD
Department of Neurology
Harborview Medical Center
Box 359775

RE: Community Consultation for
Human Subjects Review Committee Application No. 27-0313-A
"Brain Cardiopulmonary Resuscitation"

This correspondence concerns community consultation, the final step
necessary to secure approval to use a waiver of consent in this study. Herein,
my co-investigators and | will review the results of the community consultation
that we had outlined in our original proposal. Before turning to the result, we
will briefly review the study design. The study is a population-based, double-
blind, placebo-controlled clinical trial of magnesium sulfate, diazepam, both, or
neither given intravenously by Seattle Fire Department paramedics to patients
whom they have resuscitated from cardiac arrest. These two injections are the
only study interventions. Otherwise, paramedics will treat all patients in the
standard fashion. All of the information on outcomes will come from data
collected routinely by Medic One personnel as part of the organization's
ongoing quality assurance activities. The study hypothesis is that one or both of
these agents will increase the chances of patients'’ regaining consciousness -
awakemng after their arrest. The study is summarized in the Figure contained
in Appendix 1.

The study is not possible without waiver of consent. As you know, we have
worked with the Human Subjects Review Committee at the University of
Washington and the Food and Drug Administration to obtain approval to use the
waiver. One of the requirements entails community consultation about the study
before it is initiated. We proposed four approaches for community consultation.
The results of each will be reviewed.

The first approach involved random digit dialing to identify 35 residents of
Seattle over age 40, the population that will contain most of the subjects of the
study. After an eligible person in the household was identified, the interviewer
explained the purpose of the call, described the design of the study, and
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solicited opinions. The telephone script used was approved by the Human
Subjects Review Committee and is contained in Appendix 2A. A professional
telephone interviewer, Cathy Papp, performed the random digit dialing on 1997
August 17 through August 21 and August 25 through 27. She was provided
500 telephone numbers with Seattle prefixes and was able to interview 35
eligible Seattle residents. The interviewer's work sheets are contained in
‘. Appendix 2B, and 35 interview sheets are in Appendix 2C. Of the 35 people, 5
(14.3% with 95% confidence interval by the binomial distribution 4.8 to 30.3) did
npt support the study, would not want to participate, and would not want a family
“member to participate. One person did not support the study, would not want to
_ participate, but was unsure about having a family member participate. One
person was uncertain about all three questions but declined the offer to discuss
the study with one of the investigators. In fact, all 35 people were offered the
opportunity to discuss the study further with an investigator, but all declined.
One person did not support the study but would want to participate and would
want a family member to participate. Finally, one person supported the study
and would want a family member to participate but did not want to participate
himself, explaining that he was over 80 years old and had a pacemaker. All of
the remaining 26 people (74.3 with 95% confidence interval 56.7 to 87.5)
supported the study, would want to participate, and would want a family
member to participate. Based on comments written on the interview sheets and
discussion with the interviewer, the main concern expressed by people
concerned the use of a placebo. No one directly expressed concern over the
issue of waiver of consent.

The second approach involved a meeting of the study personnel with a group of
survivors from out-of-hospital cardiac arrest. Thirteen Seattle residents who
were survivors of out-of-hospital cardiac arrest were contacted. Six indicated a
willingness to attend a meeting and five came, one with his wife. At this meting
on 1997 August 16, the study personnel explained the study using the same
sort of information as in the telephone script. The other seven who were unable
to attend were interviewed over the telephone using the script used for the
random digit dialing. Summaries of all these contacts are contained in
Appendix 3. All six attendees of the meeting supported the study, would want to
participate and would want a family member to participate. Similar results were
obtained from the seven survivors who were interviewed over the telephone
except that one who would not want to be resuscitated again. This person
supported the study and would want a family member to participate.
Interestingly, much of the time at the meeting was spent discussing study design
and in particular the need for placebos. Those attending the meeting seemed
satisfied with the explanations provided, and all supported the study. No one
directly expressed concern over the issue of waiver of consent.

The third approach was to place a public service announcement describing the
study in the Seattle Times. We held off on this aspect of community consultation
until we had secured approval for the study from the Food and Drug
Administration. A copy of the announcement is included in Appendix 4. A
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telephone number for the study was provided for those having any further
questions. | was also contacted by KIRO News Radio and was interviewed
about the study. This interview was aired soon after the announcement was
published in the Seattle Times on 1997 October 30. | received six calls about
the study. One person worked for a Head Injury Hotline and was interested in

. more details about the study and the agents being studied. The other five

people were Seattle residents who wanted to discuss the study. Again, the
main concern was with the use of placebos. We discussed issues about study
desugn and about the benefits of using placebos. Everyone seemed satisfied to

‘varying degrees with my explanations. All were supportive of the study by the
. end of our conversations. None of the people directly expressed concern over
the issue of waiver of consent.

The fourth and final approach entailed a mailing to 132 cardiologists in Seattle
and to 7 emergency room directors and 19 nursing directors of intensive care
units for Seattle hospitals. The letter explained the study. The letter was
approved by the Human Subjects Review Committee and a copy of it is
contained in Appendix 5. The recipients of these letters were asked to contact
one of the investigators if they have any questions or concerns about the study.
| received a single call from a physician at Swedish Medical Center who
indicated that they were eager to participate in the study.

To summarize, the main concern raised in this community consultation was the
need for placebos in clinical trials. When an investigator was given an
opportunity to explain why placebos were needed, such as at the meeting with
survivors of cardiac arrest and in conversations with those who called after the
public service announcement, everyone was supportive of the study. In none of
the community consultations was the issue of waiver of consent the main
concern. The community consultation has not suggested that we should
change the current study design.

Finally, we would appreciate your advice about what communications are
necessary with the Food and Drug Administration based on their last letter
dated 1997 October 17 and item 1, "Obligations Associated With 21 CFR 50.24".
For your convenience, we have included this letter in Appendix 6. If you have
any questions concerning these materials, please contact me. Thank you for
your help with this project.



Appendix 1.

Figure summarizing the Brain-Cardiopulmonary Resuscitation Trail



Clinical Trial of Magnesium, Diazepam, or Both After Cardiac Arrest

Number of Patients Randomized to Each Group

Study Subjects

300 patients 18 years or older resuscitated from cardiac
arrest by Seattle Medic One paramedics over two years

Study interventions begun as soon as possible after
return of pulse and blood pressure

Patients must not have awakened prior to the study
interventions and must have endotracheal intubation

Study Interventions

Injection #1
diazepam- | diazepam- , )
active placebo total 4 ml syringe with 2 gm
magnesium sulfate
magnesium- 75 75 150 oran iQenticgl appearing .
active 4 ml syringe with normal saline
placebo
2 ml syringe with 10 mg diazepam
total 150 150 300 or an identical appearing
2 ml syringe with normal saline
Study Outcomes
Primary awakening (yes, no)
Secondary time to awakening (days)

time to death (days)
neurclogic recovery (awake with independence,
awake without independence, not awake)

best neurologic recovery by hospital discharge
best neurologic recovery by 3 months after arrest
neurologic recovery at 3 months after arrest




Appendix 2.
Community Consultation: Random Digit Dialing

A. Telephone script approved by
University of Washington Human Subjects Review Committee



Human Subjects Division

TELEPHONE INTERVIEW
FOR NOV 2 5 1997
BRAIN CARDIOPULMONARY RESUSCITATION (BCPR) STUDY
Uw
1. Hello. My name is , and I'm calling on behalf of University of

Washington researchers who are planning a study involving people who have had a

«cardiac arrest. I am not calling for a donation. I am interested in hearing your
.opinions about the proposed study. The University of Washingten and the U.S.
Food and Drug Administration have asked us to collect opinions before the study
can begin.

I would like to tell you about the study and ask you two brief questions, if I may.
This should take less than 5 minutes of your time.

(IF REFUSAL, EXIT 1:  Thank you for your time. Goodbye.
GOTOEXIT 1))

2. I need to speak with someone who is 40 years old or older. Are you at least 40
years old?

(IF YES, GO TO 3; OTHERWISE CONTINUE.)
May I please speak with someone who is 40 or older?

(IF NEW RESPONDENT AVAILABLE, GO TO 1 AND THEN 3; OTHERWISE
CONTINUE.)

When would be a good time to call back to speak with them?

(RECORD APPOINTMENT ON EXIT2:  Thank you. I'l call back at that time.
CONTACT SHEET; USE EXIT 2.)

3. The study is designed to find a treatment that can reduce the brain damage that can
- follow a heart or cardiac arrest. During a cardiac arrest, the heart stops pumping
blood, including to the brain. Brain damage may result. Paramedics treat patients
for a cardiac arrest and then bring the patients to a hospital for admission,
Unfortunately, about a half of these patients do not survive, often because of
severe brain damage that has occurred during the cardiac arrest.

Researchers at the University of Washington want to do a research study in which
Seattle paramedics would give, as soon as possible after the cardiac arrest, drugs
that may reduce brain damage if given early enough. To see if this new treatment
helps, the paramedics will give some patients an inactive substance, called a
placebo. All patients will in addition receive the usual treatments that cardiac
arrest patients receive. No one will go without treatment. The researchers will
look at how well the patients who have received the additional medications do
compared to the patients who receive the placebo. They will study both the
benefits as well as the risks of the new treatment. The study drugs are commonly
used for other conditions, but not for cardiac arrest. These drugs are not expected
to cause any serious risks to the patients.

Usually, before a patient is involved in a research study, the researchers discuss
the study with the patient or their family. If the patient or their family agrees, the



patient is then enrolled in the study. This process of discussing the study with the
patient and getting their permission to enroll them in the study is called "informed
consent." However, in the cardiac arrest study I am telling you about, it will not
be possible for the researchers or the paramedics to get informed consent from the
patients because the patients will all be unconscious. The drugs have to be given
so quickly that it will also not be possible for the researchers or paramedics to find
a family member and get informed consent from them.

4. *My question for you is: Would you support such a study being done in your
community, specifically, a study in which patients and their families do not have a
‘chance to give their consent to be in the study?

(RECORD RESPONSE ON CONTACT SHEET.)

S. If you had a cardiac arrest and were treated by Seattle paramedics, would you want
to be enrolled into this type of study?

(RECORD RESPONSE ON CONTACT SHEET.)

6. If a family member of yours had a cardiac arrest and were treated by Seattle
paramedics, would you want him or her to be enrolled into this type of study?

(RECORD RESPONSE ON CONTACT SHEET.)

7. I appreciate your sharing your opinions with me. Do you have any other thoughts
or comments about this proposed study?

(RECORD RESPONSE ON CONTACT SHEET.)

8. Thank you again for your time and help with this study.



SUGGESTED RESPONSES TO COMMONLY ASKED QUESTIONS

(IF RESPONDENT QUESTIONS YOUR AFFILIATION WITH THE UNIVERSITY OF
WASHINGTON:)

. You can verify my association with the University of Washington by calling 731-
3000 and asking for extension number 3251. This is the office telephone number
for the principal investigator, Dr. Longstreth, at Harborview Medical Center.

(IF RESPONDENT ASKS WHY HE OR SHE WAS CALLED:)

People often ask why they were contacted. We simply pick Seattle telephone
numbers at random, call them, and ask if people would be willing to help with the
study. The survey about this study is required by federal regulations because it
involves studying patients in an emergency situation before consent can be
obtained. '

(IF RESPONDENT ASKS ABOUT THE MEDICATIONS TO BE USED IN THE STUDY:)

The study will evaluate two medications. One is magnesium sulfate and the other
is diazepam or Valium. In experiments in animals, both of these medications seem
to protect the brain from the sort of injury that can occur when the supply of blood
flowing to the brain is temporarily interrupted, as occurs. with a cardiac arrest.
Magnesium is common used in patients found to be deficient in this mineral and for
some of the complications that can occur late in pregnancy. Diazepam is a
medication that can make people sleepy. It is commonly used for this purpose in
patients both in and outside the hospital.

(IF RESPONDENT ASKS FOR MORE DETAILS REGARDING THE STUDY:)

For some questions, I may not be the best person to ask. If you would like, I can
ask one of the investigators in this study, Dr. Longstreth, to call you and to try to
answer your questions.
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Appendix 2.
Community Consultation: Random Digit Dialing

B. Interviewer's work sheets



BCPR STUDY

Sheett

Aug. 18, 1997 7:00 PM 9:00 PM Z
Aug. 19, 1997 5:00 PM 3:00 PM 2
Aug. 20, 1997 7:30 PM 8:30 PM 1
Aug. 21, 1997 7:00 PM 8:30 PM 15
Aug. 25, 1997 7:00 PM 3:30 PM 15
Aug. 26, 1997 6:00 PM 7:30 PM 15
Aug. 27, 1997 1:00 PM 2:00 PM 1
Aug. 27, 1997 3:00 PM 3:30 PM 15
Aug. 27, 1997 7:00 PM 8:00 PM 1
14 hrs

Cathy R. Papp 318 Bedrock Dr. #1  Everett, WA 98203

(425)365-2332

All calls on Sprint during this time are for this study. None for the Menengioma Study.

fiar
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Appendix 2.
Community Consultation: Random Digit Dialing

C. 35inierview sheets



CONTACT SHEET FOR B-CPR STUDY

-Telephone Number Eﬁﬁj - ( -7 55

Result of call (1 = contacted person; 2 = no answer; *
‘ 3 = answering machine; 8 = other, specify) j'

Date;‘ (month / day / year) _Q _g_// lj_ / ﬁz

Agree to interview (1 =no;2=yes) 2‘
Guess gender of respondent (1 = man; 2'= woman; 3 = uncertain) éL
Respohdent 40 years or older (1 =no; 2 =yes) . &
1. Support the study (1 = no; 2 = yes) __/

Comments (use continuation sheet as needed):

—

2. Would respondent want to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

3. Would respondent want family member to participate (1 = no; 2 = yes) J

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes) i
Suggested time and date for call-back:

Whom to ask for:



CONTACT SHEET FOR B-CPR STUDY

.Telephone Number 2 _Zé_ - g _Qé—_z-_—/

Result of call (1 = contacted person; 2 = no answer,
3 = answering machine; 8 = other, specify) L

Date’ (month / day / year) __ﬂj_’/lz_/fz
Agree {0 interview (1 =no;2 = yes)

Guess gender of respondent (1 = man; 2 = woman, 3 = uncertain)
Respondent 40 years or older (‘1 = no; 2 = yes)

1. Support the study (1 =no; 2 = yes)

Comments (use continuation sheet as needed):

l

2. Would respondent want to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

3. Would respondent want family member to participate (1 = no; 2 = yes) ‘[

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes) ‘L
Suggested time and date for call-back:

Whom to ask for:



CONTACT SHEET FOR B-CPR STUDY

~Telephone Number ;\3 (0 - A ( 7¥

Result of call (1 = contacted person; 2 = no answer;
' 3 = answering machine; 8 = other, specify)

L
Date“ (month / day / year) _0&/_[_8/32

Agree to interview (1 = no; 2 =yes)

A2
Guess gender of respondent (1 = man; 2 = woman; 3 = uncertain) _g%—
Respolndent 40 years or older (1 =no; 2 = yes) o

1. Support the study (i =no; 2 = yes) _L

Comments (use continuation sheet as needed)

St ot le
\L%m fp~te w@wWwfo%@(gﬂ%
2. Would respondent want to participate (1 = no; 2 = yes) WMW%

Comments (use continuation sheet as needed): I

3. Would respondent want family member to participate (1 =no; 2 = yes) MW

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes) l_
Suggested time and date for call-back:

Whom to ask for:



CONTACT SHEET FOR B-CPR STUDY

-Telephone Number j_%& - _é_\s_’ii

¥

Result of call (1 = contacted person; 2 = no answer; '
‘ 3 = answering machine; 8 = other, specify) (

Datc;e\' (month / day / year) [2_8/ _lj/g\j
Agree to interview (1 = no;' 2 = yes) =
Guess gender of respondent (1 = man; 2 = woman; 3 = uncertain)
Respohdent 40 years or older (1 =no; 2 = yes)

1. Support the study (1 =no; 2 = yes)

Comments (use continuation sheet as needed):

%‘mwu@o M & Do
\ 7~M(/ﬂ" 8,
plpcelss ﬂ% S e e, fhe ?:/:»u, 4

2. Would respondent want to partncnpate (1 =no;2 =yes)

Comments (use continuation sheet as needed):

3. Would respondent want family member to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes) 9

Suggested time and date for call-back:

Whom to ask for:



CONTACT SHEET FOR B-CPR STUDY

. Telephone Number , Qéi'_é_éél

Result of call (1 = contacted person; 2 = no answer; (

‘ 3 = answering machine; 8 = other, specify)
¢

Date (month / day / year) _0_%_/_'%9_/_?2
Agreeo interview (1 = no; 2 = yes) | | Y —
Guess gender of respondent (1 = man; 2 = woman; 3 = uncertain) 2“
Respbndent 40 years or older (1 =no; 2 = yes) _&_\'“
1. Support the study (1 = no; 2 =yes) Z _

Comments (use continuation sheet as needed):

LMW/M ~ W tulA e

2. Would respondent want to participate (1 =no; 2 = yes)

S\V)

Comments (use continuation sheet as needed):

P Lo faltve

3. Would respondent want family member to participate (1 = no; 2 = yes)

N

Comments (use continuation sheet as needed):
AN P,
Mj')\,(/ (Z/,Z/ \/{/é 7 —

4. General Comments (use continuation sheet as needed):

Wants to talk to mvestngator (1=no;2= yos) - __/

NO — nt wtde ﬂ/ v , 7=

Suggested time and date for call-back:

Whom to ask for:



CONTACT SHEET FOR B-CPR STUDY

-Telephone Number Z%é%ﬁlk

Result of call (1 = contacted person; 2 = no answer; :
' 3 = answering machine; 8 = other, specify) j__

Dat(;“ (month / day / year) ' _Q__S{/ }l/ﬂl
Agree to interview (1 = no; 2 = yes) . 9‘
Guess gender of respondent (1 = man; 2 = woman; 3 = uncertain) q =
Respolndent 40 years or older (1 =no; 2 = yes)

1. Support the study (1 =no; 2 =yes)

M)JM

Comments (use continuation sheet as needed):

T-\.

2. Would respondent want to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

3. Would respondent want family member to participate (1 =no; 2 = yes) L

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 =no; 2 = yes) l
Suggested time and date for call-back:

Whom to ask for:



CONTACT SHEET FOR B-CPR STUDY

-Telephone Number : }%} é? / 7

Result of call (1 = contacted person; 2 = no answer;
; 3 = answering machine; 8 = other, specify)

Date_“ (month / day / year) _Z) _8/2:_@ /
Agree té) interview (1 =no; 2 =yes)
Guess gender of respondent (1 = man; 2 = woman; 3 = uncertain)

Respo'ndent 40 years or older (1 = no; 2 = yes)

|
— 19 o T

1. Support the study (1 =no; 2 = yes)

Comments (use continuation sheet as negded):
DQ M&aﬁ/ /D/W K C@ZCZ{RQ
/ e Aol TX /4/ gﬂz Se M,QW

Tt JALAD Al
2. uld respondent want tolparticipate (1 =no; 2 yes)

l\

Comments (use continuation sheet as needed):

3. Would respondent' want family member to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes) __/_
Suggested time and date for call-back:

Whom to ask for:



CONTACT SHEET FOR B-CPR STUDY

. Telephone Number Qéi?' _8Q _5%

Result of call (1 = contacted person; 2 = no answer;
o 3 = answering machine; 8 = other, specify) -

Daté;‘ (month / day / year) . _Q_g/ _/__ g/ L
Agree t'é) interview (1 =no; 2 =yes)
Guéss gender of respondent (1 = man; 2 = woman; 3 = uncerain)

Respdndent 40 years or older (1 =no; 2 = yes)

19 = =

1. Support the study (1 =no; 2 = yes)

Comments (use continuation sheet as needed):
i ot A Shpape 40 Gt The lecelis -
z@cwvé%/ o v BX prrvda !

2. Would respondent want to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

-

3. Would respondent want family member to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes) i
Suggested time and date for call-back:

Whom to ask for:



CONTACT SHEET FOR B-CPR STUDY

-.T?lephO‘ne Number ' jéé - ﬁ _é_éé}

Result of call (1 = contacted person; 2 = o answer; . /
o .3 = answering machine; 8 = other, specify)

I

Date (month / day / year) _Q 0O/ /_{_ / ﬁ :Z
Agree fE) interview (1 =no; 2 =yes) _ g_l
Guess gender of respondent (1 = man; 2 = woman; 3 = uncertain) __/
Respovndent 40 years or older (1 =no; 2 = yes) _0_1
1. Support the study (1 =no; 2 = yes) é

Comments (use continuation sheet as needed):

,)
e
2. Would respondent want to participate (1 = no; 2 = yes) ( %W

Comments (use continuation sheet as needed):

! ltat W(W
0, %ﬁ/wﬂ@u VY el @WW/‘%OWM

3. Would respondent want family member to panticipate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes) /
Suggested time and date for call-back:

Whom to ask for:



CONTACT SHEET FOR B-CPR STUDY

.Telephone Number 02 g} - k{ —7 q 5

v

Result of call (1 = contacted person; 2 = no answer;
” 3 = answering machine; 8 = other, specity)

Date;“ (month / day / year) Qif/_l_?/f]_

Agree té interview (1 = no; 2 = yes)

Guess gender of respondent (i = man; 2 = woman,; 3 = uncertain)
Respohdent 40 years or older (1 =no; 2 = yes)

1. Support the study (1 =no; 2 =yes)

Comments (use continuation sheet as needed):

2. Would respondent want to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

3. Would respondent want family member to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes)
Suggested time and date for call-back:

Whom to ask for:



CONTACT SHEET FOR B-CPR STUDY

-Telephone Number _ - -

Result of call (1 = contacted person; 2 = no answer;
' 3 = answering machine; 8 = other, specify)

f Ny
Date“ (month / day / year) Q _g/_/:l/ﬁj
Agree tb interview (1 = no; 2 = yes) ' ___‘D\
Guess gender of respondent (1 = man; 2 = woman; 3 = uncertain) 9:1
Respovndent 40 years or older (1 =no; 2 = yes) 2\
1. Support the study (1 =no; 2 =yes) ;E

Comments (use continuation sheet as needed):

2. Would respondent want to participate (1 =no; 2 = yes)

Comments (use continuation sheet as needed):

3. Would respondent want family member to participate (1 = no; 2 = yes) C;_%

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes) 1[
Suggested time and date for call-back:

Whom to ask for:



CONTACT SHEET FOR B-CPR STUDY

.Telephone Number 5 éZ H‘*;S z

Result of call (1 = contacted person; 2 = nd answer; !
- 3 = answering machine; 8 = other, specify)

Date;‘ (month / day / year) 43/ _[1/__?_7
Agree to interview (1 =no; 2 =yes)

Guess gender of respondent (1 = man; 2 = woman; 3 = uncertain)
Respondent 40 years or older (1 = no; 2 = yes)

1. Support the study (1 =no; 2 = yes)

Comments (use continuation sheet as needed):

2. Would respondent want to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

3. Would respondent want family member lo participate (1 = no; 2 = yes) .

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed

A/},M/d ﬂu r\—% MM)L CAt J'ﬁ( sz £ f MA,@/ ,é.¢ %4.' L
Wants to talk to investigator (1 = no; 2 = yes) __(
Suggested time and date for call-back:

Whom to ask for:



CONTACT SHEET FOR B-CPR STUDY

.Telephone Number : 525 2 5/

Result of call (1 = contacted person; 2 = no answer,;
3 = answering machine; 8 = other, specify)

Dat; (month / day / year) _Qﬁ / _LZ / 2
Agree to interview (1 = no; 2 = yes)

Guess gender of respondent (1 = man; 2 = woman; 3 = uncertain)

Respondent 40 years or older (1 = no; 2 = yes) |

1. Support the study (1 =no; 2 =yes) |

Comments (use continuation sheet as needed):

P

2. Would respondent want to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

P

3. Would respondent want family member to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed). /%f“/&/u ;'/ Lpt

w Le. %u@/ AL e :
/[L:;'\%M/?’L J% Wg /D — é/‘/‘ A K’é~z%<—

W FFe s 5T fu
Wants to talk to investigator (1 =no; 2 = yes) ’ l

Suggested time and date for call-back:

Whom to ask for:



CONTACT SHEET FOR B-CPR STUDY

-Telephone Number 5_%;_-_?__5._2"_2
F{’esult ofcall (1= contac_ted person; 2 = no answér; . I
: 3 = answering machine; 8 = other, specity) -
Date; (month/day/year) _@/ig/j_—]
Agree 12) interview (1 = no; 2 = yes) ‘ 2\
Guess gender of respondent (1 = man; 2 = woman, 3 = uncertain) ;?a

Respolndent 40 years or older (1 =no; 2 = yes) %
1. Support the study (1 = no; 2 = yes) %

Comments (use continuation sheet as needed):

2. Would respondent want to participate (1 = no; 2 = yes) ";_"‘
Comments (use continuation sheet as needed):
. . H — . —
3. Would respondent want family member to participate (1 = no; 2 = yes) _D*‘
Comments (use continuation sheet as needed):
4. General Comments (use continuation sheet as needed):
Wants to talk to investigator (1 = no; 2 = yes) L

Suggested time and date for call-back:

Whom to ask for:



CONTACT SHEET FOR B-CPR STUDY

Telephone Number éé,% - _/ E{f _774?

Result of call (1 = contacted person; 2 = no answer;
' 3 = answering machine; 8 = other, specify)

Date (month / day / year) _Q_}g/_{g/_
Agree tb interview (1 =no; 2 =yes)
Guess gender of respondent (1 = man; 2 = woman; 3 = uncertain)

Respdndent 40 years or older (1 =no; 2 = yes)

ol 190 1y 17 1~

1. Support the study (1 =no; 2 = yes)

Comments (use contlnuatlon sheet as neede_;D M mg/

\L%/wu/w # e %
s o+ Ml Ststrdo 7&@%

2. Would respondent want to participate (1 =no; 2 = yes)

Ay

Comments (use continuation sheet as needed):

i

3. Would respondent want family member to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

4. General Comments use continuation sheet as needed):
Wants to talk to investigator (1 = no; 2 = yes) l
Suggested time and date for call-back:

Whom to ask for:



CONTACT SHEET FOR B-CPR STUDY

--1'1eleph0'ne Number éé% éé—ZL

Result of call (1 = contacted person; 2 = no answer,
' 3 = answering machine; 8 = other, specify)

) [
Date“ _(month / day / year) in/_ﬁ@_/_j
Agree f(l) interview (1 = no; 2 =yes) _él
Guess gender of respondent (1 = man; 2 = woman; 3 = uncertain)
‘ Respo'ndent 40 years or older (1 = no; 2 = yes)

1. Suppoﬁ the study (1 =no; 2 =yes)

Comments (use continuation sheet as needed):

2. Would respondent want to participate (1 =no; 2 = yes)

Comments (use continuation sheet .as needed): 7/,0

I sl ALL KL Vo /ua griee
5}{)}‘ B V)L%/ ﬁ!@lxc@%

3. Wou‘é respondent want family member to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants 10 1alk o investigator (1 =00, 2 =yes) l,
Suggested time and date for call-back:

Whom to ask for:



CONTACT SHEET FOR B-CPR STUDY

--T{elep'h'o‘ne Number 6’_2_1({-5_ 702-3 é

Result of call (1 = contacted person; 2 = no answer;
3 = answering machine; 8 = other, specify) l

Date (month / day / year) ﬁl/lﬁ/_ﬁ‘_—)
Agree t';) interview (1 = no; 2 = yes) ' J_
Guess gender of respondent (1 = man; 2 = woman, 3 = uncertain) (2—
Respdndent 40 years or older (1 =no; 2 = yes) _V

. Support the study (1 =no; 2 = yes) A

Comments (use continuation sheet as needed
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2. Would respondent want to participate (1 =no; 2 =yes)

Comments (use continuation sheet as needed):
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3. Would respondent want famlly member to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):
%’PYY\/L Lo W»’\{/

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes) l
Suggested time and date for call-back:

Whom to ask for:
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Result of call (1 = contacted person; 2 = no answer;
' 3 = answering machine; 8 = other, specnfy)

Date (month / day / year) _0_ ﬁ / _(&

Agree to interview (1 =no; 2 =yes)

Guess gender of respondent (1 = man; 2 = woman; 3 = uncentain)
Respo‘ndent 40 years or older (1 =no; 2 = yes)

1. Support the study (1 =no; 2 = yes)

Comments (use continuation sheet as needed):

2. Would respondent want to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

3. Would respondent want family member to participate (1 =.no; 2 = yes)

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

e S W skt Lilie it

a@p;( 7 /{’«(7

Wantso talk to investigator (1 = no; 2 = yes)
Suggested time and date for call-back:
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~Telephone Number 5&2- - é5_§_0

Result of call (1 = contacted person; 2 = n0 answer, i /
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Dat(; (month / day / year) | &3,/ Lﬂ,/fz

Agree to interview (1 = no; 2 =yes)
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Respondent 40 years or older (1 = no; 2 = yes) é
=2

1. Support the study (1 =no; 2 = yes)
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Comments (use continuation sheet as needed):
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3. Would respondent want family member to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

I W M (1
Wants to talk to investigator (1 = no; 2 = yes) /
Suggested time and date for call-back:

Whom to ask for:
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Result of call (1 = contacted person; 2 = no answer; _ /
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Corrzments (use continuation sheet as needed): .
fw pyrf U & me ~ v
; W§V4’WV‘/ WJL b e 8
2. Woul pond/ent want to partlc ate (1 = No; y%
ents se contmuatson sheet as heeded): % M%/{?/ﬁz/
\ Ao _ 10 tdrre—
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4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes) l
Suggested time and date for call-back:

Whom to ask for:
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Résult of call (1 = contacted person; 2 = no answer;
' 3 = answering machine; 8 = other, specify)

Date;“ (month / day / year) O _8/3:_ / ﬁ ‘

Agree'tb interview (1 = no; 2 = yes)

Respondent 40 years or older (1 =no; 2 = yes)

-
Guéss gender of respondent (1 = man; 2 = woman, 3 = uncernain) _1

1. Support the study (1 =no; 2 = yes)

Comments (use continuation sheet as needed):

2. Would respondent want to participate (1 = no; 2 = yes) 5_2:

Comments (use continuation sheet as needed):

3. Would respondent want Afamily member to participate (1 = no; 2 = yes) %”

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes) l

Suggested time and date for call-back:

Whom to ask for:
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Agree t‘o interview (1 =no; 2 =yes)
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1. Support the study (1 =no; 2 = yes)
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2. Would respondent want to patrticipate (1 =no; 2 = yes) Q‘
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3. Would respondent want family member to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes) ' J ‘
Suggested time and date for call-back:

Whom to ask for:
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Guess gender of respondent (1 = man; 2 = woman; 3 = uncertain)
Respdﬁdent 40 years or older (1 =no; 2 = yes)

1. Support the study (1 =no; 2 = yes)

Comments (use continuation sheet as needed):

2. Would respondent want to participate (1 =no; 2 = yes)
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3. Would respondent want family member to participaté (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes)
Suggested time and date for call-back:

Whom to ask for:
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Comments (use continuation sheet as needed):
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1. Support the study (1 =no; 2 = yes)
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2. Would respondent want to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

3. Would respondent want family member to participate (1 = no; 2 = yes) a\

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes) 4
Suggested time and date for call-back:

Whom to ask for:
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3 = answering machine; 8 = other, specify) .

Date“ {(month / day / year) : _ Zé_//_&(i/j_z
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Guess gender of respondent (1 = man; 2 = woman; 3 = uncertain) _(
Respohdent 40 years or older (1 =no; 2 = yes) 0_7—
1. Support the study (1 =no; 2 =yes) %
Comments (use continuation sheet as needed):
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2. Would respondent want to participate (1 =no; 2 = yes)

Comments (use continuation sheet as needed):
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3. Would respondent want family member to participate (1 = no; 2 = yes)
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Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes) _f_
Suggested time and date for call-back:

Whom to ask for:
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‘ 3 = answering machine; 8 = other, specify)

Date (month / day / year) | Q g/ _Z/_@/ j_7

Agree té interview (1 = no; 2 =yes)

Guess gender of respondent (1 = man; 2 = woman, 3 = uncertain)
Respohdent 40 years or older (1 =no; 2 = yes)

1. Support the study (1 =no; 2 =yes)

Comments (use continuation sheet as needed):

2. Would respondent want to participate (1 =no; 2 = yes)
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3. Would respondent want family member to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 =no; 2 = yes)
Suggested time and date for call-back:

Whom to ask for:
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-Telephone Number Zg_g' __g

Result of call (1 = contacted person; 2 = no answer;
' 3 = answering machine; 8 = other, specify)
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Date\‘ (month / day / year) | _Qg/ 2
Agree t‘é interview (1 =no; 2 = yes)

Guess gender of respondent (1 = man; 2 = woman; 3 = uncentain)
Respo‘ndent 40 years or older (1 =no; 2 = yes)

1. Support the study (1 = no; 2 =yes)

Comments (use continuation sheet as needed):
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2. Would respondent want to participate (1 =no; 2 = yes)
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3. Would respondent want family member to participate (1 = no; 2 = yes) Z’L—”

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes) L
Suggested time and date for call-back:

Whom to ask for:
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Result of call (1 = contacted person; 2 = no answer,

! 3 = answering machine; 8 = other, specify) _(
Dat}é‘ (month / day / year) Q_g_/éé/fz
Agree to interview (1 = no; 2 = yes) j'j\
Guess gender of respondent (1 = man; 2 = woman; 3 = uncertain) _/
Respdndent 40 years or older (1 =no; 2 = yes) _7_2
1. Support the study (1 =no; 2 =yes) él

Comments (use continuation sheet as needed):
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2. Would respondent want to participate (1 =no;2 = yes)

Comments (use continuation sheet as needed):

e

3. Would respondent want family member to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 =no; 2 = yes) j_
Suggested time and date for cali-back:

Whom to ask for:
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Result of call (1 = contacted person; 2 = no answer,;
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{ —
Date (month /day / year) QX/EZ/ZZ
Agree t6 interview (1 = no; 2 = yes) ' Q

Guess gender of respondent (1 = man; 2 = woman, 3 = uncertain) l_
Respohdent 40 years or older (1 =no; 2 = yes) 6;_)\
1. Support the study (1 =no; 2 =yes) C_;g

Comments (use continuation sheet as needed):

2. Would respondent want to participate (1 = no; 2 = yes) e
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3. Would respondent want family member to participate (1 =no; 2= yes) —

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes) _t
Suggésted time and date for call-back:

Whom to ask for:
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Résult of call (1 = contacted person; 2 = no answer;

) 3 = answering machine; 8 = other, specify)
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Agreeto interview (1 = no; 2 = yes)
Guess gender of respondent (1 = man; 2 = woman; 3 = uncertain)

) Respo’vhdent 40 years or older (1 =no; 2 = yes)
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1. Support the study (1 =no; 2 =yes)
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2. Would respondent want to part|C|pate (1= no 2 yZ ML ,/ /)V

S
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3. Would respondent want family member to participate - (1 = no; 2 = yes) Q—-’

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes) _\L

Suggested time and date for call-back:

Whom to ask for:
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Ffesult of call (1 = contacted person; 2 = no answer;
: 3 = answering machine; 8 = other, specify)

; ,
Date’ (month / day / year) Og/ 27/
Agree to interview (1 = no; 2 = yes)
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1. Support the study (1 =no; 2 = yes)
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Comments (use continuation sheet as needed):

3. Would respondent want family member to participate (1 = no; 2 = yes) 2%”__

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes)
Suggested time and date for call-back:

Whom to ask for:
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--Tfalephdne Number | 3)8 - gﬁ -L 7

Result of call (1 = contacted person; 2 = no answer;
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/
Date\‘ (month / day / year) _ﬂ_ X_ /QQZ/ A
Agree t’é) interview (1 =no; 2 = yes) ‘ ;
Guess gender of respondent (1 = man; 2 = woman; 3 = uncertain) :;
Respondent 40 years or older (1 = no; 2 = yes) A
1. Support the study (1 =no; 2 = yes) 2\

Comments (use continuation sheet as needed):
/

2. Would respondent want to participate (1 =no; 2 =yes) ;__

Comments (use continuation sheet as needed):

¥

3. Would respondent want family member to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes) }
Suggested time and date for calli-back:

Whom to ask for:
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. Telephone Number 7_517. & 955
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Guess gender of respondent (1 = man; 2 = woman; 3 = uncertain)
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1. Support the study (1 =no; 2 =yes)

Comments (use continuation sheet as needed):

2. Would respondent want to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

3. Would respondent want family member to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed):

4, General Comments (use continuation sheet as needed)
/5@@/7 RS yﬂ Y

Wants to talk to investigator (1 = no; 2 = yes)

Suggested time and date for call-back:

Whom to ask for:
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Result of call (1 = contacted person; 2 = no answer;
~ 3 = answering machine; 8 = other, specify)

, 1
Dat:é‘ (month / day / year) _2
Agree fo interview (1 = no; 2 = yes) ' _;—?__.
Guess gender of respondent (1 = man; 2 = woman, 3 = uncertain) ‘_I_
Respondent 40 years or older (1 = no; 2 = yes) ‘ &
9,.,

1. Support the study (1 =no; 2 =yes)

Comments (use continuation sheet as needed):

2. Would respondent want to participate (1 =no; 2 = yes)

Comments (use continuation sheet as needed):

o

3. Would respondent want family member to participate (1 = no; 2 = yes)

Comments (use continuation sheet as needed): ‘

4. General Comments (use continuation sheet as needed):

Wants to talk to investigator (1 = no; 2 = yes) _/
Suggested time and date for call-back:

Whom to ask for:



Appendix 3.

Summary of opinions of survivors of out-of-hospital cardiac arrest



MEMO

" Date: August 18, 1997

/To: SCD/EMS Research/CQI Committee
Will Longstreth, M.D.
Peter Kudenchuk, M.D.

From: Carol Fahrenbruch W

"Re: VF Survivor Community Consultation -

The VF survivor community consultation was held on Saturday, August 16th, 1997. There
were six attendees among the eight who said they would come:

Names of these individuals covered for reasons of confidentiality

At the end of the session, all six reponded in the affirmative to each of the questions. A copy
of the survey form is attached. Five individuals added comments. Their remarks are
transcribed below:

"There is no excuse not to do what is best to save the brain of everyone you can. Do not
hesitate to do it."

"Full agreement with the study but would prefer some more discussion of the risks (or
absence of) involved.”

"Nothing ventured nothing gained."

"Biggest worry after a cardiac arrest is if person has been without oxygen too long - this
study will help bring out a medicine to improve this."

"Anything to help improve your-life after a heart problem."

Another attendee made the personal comment to me to that, "You (Medic One) should just
conduct whatever research you think best and then lie about it (to the FDA/Human Subjects
regarding the community consultation process)."

My summary of the themes that emerged during the discussion is on the next page. Please add
to the list or help me express these ideas better if you heard other thoughts, or have
suggestions about framing these.



"Why us?" The question was asked in a couple of ways:

a. What expertise do we have as cardiac arrest survivors that could make us any more
suitable to comment than any other group?

b. How could any lay group evaluate this issue?

and then a twist on this theme:

c. Wouldn't our views be somewhat discounted? We would be expected to be supportive.
. _';What precedent is there to guide our decision?"

For example, one participant asked about how the waiver of informed consent was handled
for patients treated in the emergency room.

" Risks/benefits associated with the study medications

Participants focused on this despite the assurances of the presenters that these drugs were
very safe and that approval for their use in this setting belonged in the domain of Human
Subjects and the FDA.

The "placebo problem"

If the two study agents hold such promise, isn't it unethical to randomize some patients to
a placebo? Why not give every eligible patient the drugs and then use historical controls?
The group kept repeating that we already had the baseline data for this approach.

There was a surprising amount of discussion related to methodology. Similar to the
discussion regarding risks and benefits, participants wanted to dig into this instead of being
reassured that it was not the purpose of the community consultation. Dr. Longstreth let
participants know that the study design was guided by FDA/Human Subjects guidel'mcs for
clinical trials. Tom Walsh drew a figure to illustrate potential problems with using
baseline data as the control group.

Unawareness that cardiac and neurological recovery are two different processes.

The question was posed whether it was really true that some patients recovered from the

- cardiac arrest but with a bad or comatose neurologic outcome. This was asked several
times in several ways. It appeared to be a sobering new concept to this group. One
survivor asked why he had not previously heard of poor neurologic outcomes after cardiac
arrest. .

[ wished that [ had prepared for this question with some data regarding neurologic status at
the time of hospital discharge, and then subsequent recovery/not.

Unethical not to proceed with research that has the potential to improve outcome.

This was the final consensus, with comments such as "Do it and don't tell us." "We won't
know and we don't care.” "Keep trying to make resuscitations better."

Personal stories. Several participants related personal accounts of their cardiac arrest(s)
and subsequent recovery.



Community Consultation
Wedgwood Fire Station
August 16, 1997

" Please circle your replies to the following questions:

1 "~ Would you support such a study being done in your community, specifically, a study in
"~ which patients and their families do not have a chance to give their consent to be in the
study?
yes no
2. If youhad a cardiac arrest and were treated by Seattle paramedics, would you want to

be enrolled into this type of study?

no

3. If a family member of yours had a cardiac arrest and were treated by Seattle
paramedics, would you want him or her to be enrolled into this type of study?

yes no

4. Comments (continue on the back, if ydu like) . .

ty aave He Drsio a/{, D [T aesT
Joadole e doik-

5. (optional) Please circle your:
age: <40 40-65 @)
gender: \ M
. ———\‘ .
status: cardiac arrest family
survivor : member

Thank you for your participation today.
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Wedgwood Fire Station
August 16, 1997

" " Please circle your replies to the following questions:

1. " Would you support such a study being done in your community, specifically, a study in
- which patients and their families do not have a chance to give their consent to be in the
study?
//
yes 1% no
2. If you had a cardiac arrest and were treated by Seattle paramedics, would you want to

be enrolled into this type of study?

yes / no |

3. If a family member of yours had a cardiac arrest and were treated by Seattle
paramedics, would you want him or her to be enrolled into this type of study?

yes / no

4, Comments (continue on the back, if you like)
5. (optional) Please circle your: o
~age: <40 40-65 - 66+ \ ¥ 4
gender: F ’/ M —~
status: cardiac arrest family
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Thank you for your participation today.
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Community Consultation
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- Please circle your replies to the following questions:

Would you support such a study being done in your community, specifically, a study in
which patients and their families do not have a chance to give their consent to be in the
study?

.

If you had a cardiac arrest and were treated by Seattle paramedics, would you want to
be enrolled into this type of study?

=

yes no

If a family member of yours had a cardiac arrest and were treated by Seattle
paramedics, would you want him or her to be enrolled into this type of study?

yes no

U Full agreement with Hhe

study , but would prefer some
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gender: F M

status: cardiac arrest™— > family
survivor -~ member

Thank you for your participation today.
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Wedgwood Fire Station
August 16, 1997

" Please circle your replies to the following questions:

1. © Would you support such a study being done in your community, specifically, a study in
" which patients and their families do not have a chance to give their consent to be in the
study?
S
2. If you had a cardiac arrest and were treated by Seattle paramedics, would you want to

be enrolled into this type of study?

o

3. If a family member of yours had a cardiac arrest and were treated by Seattle
paramedics, would you want him or her to be enrolled into this type of study?

no

4. Comments (continue on the back, if you like)
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5. (optional) Please circle your:
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gender: @ M

status: cardiac arre family
‘ survivor member

Thank you for your participation today.



Community Consultation
Wedgwood Fire Station
August 16, 1997

1

" - Please circle your replies to the following questions:

{
¢

1. - Would you support such a study being done in your community, specifically, a study in
" which patients and their families do not have a chance to give their consent to be in the
study?
o
2. If you had a cardiac arrest and were treated by Seattle paramedics, would you want to

be enrolled into this type of study?

yes no

3. If a family member of yours had a cardiac arrest and were treated by Seattle
paramedics, would you want him or her to be enrolled into this type of study?

yes no

4, Comments (continue on the back, if you like)
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5. (optional) Please circle your:

age: <40 40-65 66+

gender: @ M
status: cardiac arrest family
survivor member )

Thank you for your participation today.



Community Consultation
Wedgwood Fire Station
August 16, 1997

’

" Please circle your replies to the following questions:

L " Would you support such a study being done in your community, specifically, a study in
~ which patients and their families do not have a chance to give their consent to be in the
study?

/@ no

2. If you had a cardiac arrest and were treated by Seattle paramedics, would you want to
be enrolled into this type of study?

3. If a family member of yours had a cardiac arrest and were treated by Seattle
paramedics, would you want him or her to be enrolled into this type of study?

4. Comments (continue on the back, if you like) S
Avy TH/V 6 TO RELP MFPP77 7
< & EaAt
YovR LIFE AT 2R 17 ERTET FRAE

5. (optional) Please circle your:

age: <40 ' 40-65 @

gender: F /@
status: : family
W member

Thank you for your participation today.



MEMO

‘Pate:

To:, '

From:

Re:

August 19, 1997

SCD/EMS Research/CQI Committee
Will Longstreth, M.D.

Peter Kudenchuk, M.D.

Carol Fahrenbruch

VF Survivor Telephone Survey for BCPR Study

Maryann surveyed by telephone seven VF survivors who were unable to attend the community
consultation meeting on August 16th.

All seven were supportive of the study being done in the community.

Six would want to be enrolled in the study. One did not want to consider a recurrent cardiac
arrest and replied that he would not want to be enrolled.

All seven would want a family member to be enrolled.

Two comments were noted:

"Sounds like an excellent idea. Heartily agree."

"Sounds like really good idea. I was lucky; my husband did CPR!"
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Public Service Announcement
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Calif. court upholds layofts based on age

LOS ANGELES TIMES

SAN FRANCISCO — A divided California Supreme
Court decided yesterday to let stand a lower court ruling
that allows companies to lay off older workers and keep
younger employees to save money.

The court’s action means that trial courts through-
out the state will be bound by the July ruling in favor of
employers. A Court of Appeal in the case ruled that
firing predominantly older workers is not age discrimi-
nation if the motivation is economic.

“It is pretty devastating for anyone age 40 or older
for this to remain law,” said William Quackenbush, a
labor and appellate lawyer. “Employers are now going
to be free to arrange their restructuring and business

Sarah Rios, a human-resources consultant for ti

Employers Group, an organization of 5,000 state bu:
nesses, said employers w111 now have more flexibilit

"It will have a posmve lmpact on California emplo
ers,” she said. “Employers are really scared of tem
nating employees nowadays because they can be suc
in so many directions.” :

The court’s action stemmed from a lawsuit broug
by Michael Marks, a former aerospace accountant wt
lost his job with Loral in 1992.

Marks said he was discriminated against on the bas
of age. Loral officials said Marks was laid off in a cos
cutting move because he made more money and h:

decisions around this case.” more benefits than younger workers.

] L] -

Public Service Announcement
Researchers at the University of Washington soon hope to begm a study involving Seattle
Fire Department Medic One paramedics. The goal of the study is to develop a better treatment
for heart-arrest victims. During a heart arrest the heart stops pumping blood, including to the
brain. Brain damage may result. Paramedics treat patients for a heart arrest and then bring the
patients to a hospital for further treatment. Unfortunately, about half of these patients do not
survive, often because of severe brain damage that has occurred during the heart arrest.

In a new study designed by University of Washington researchers, Medic One paramedics will
be asked to give heart-arrest patients medicines that hold promise of reducing brain damage if
given early enough. The medicines are magnesium sulfate and diazepam. To see if these new
treatments help, the paramedlcs will give some patients an inactive substance, called a placebo.
All patients will also receive the usual treatments that heart-arrest patients receive. No one will
go without treatment. The researchers will look at how well the patients who have received the
additional medications do compared to the patients who receive the placebo. They will study
both the benefits and the risks of the new treatment. The study drugs-are commonly used for
other conditions, such as certain complications of pregnancy and seizures, but not for heart
arrest. These drugs are not expected to cause any serious risks to the patients.

Because the paramedics will have to give the drugs so quickly, there will be no time for them to
get permission, or consent, from the patients, who will be unconscious. There will not be
enough time to get consent from patient’s relatives, either. When consent to participate in 2
study is waived, federal regulations require that the community involved in the study, in this
case Seattle, be notified about the study. Both the University of Washington and the U.S. Food
and Drug Administration require that community opinions on the study be collected before the
study can begin.

If you have any questions or comments about this proposed study, you are invited to call 731-3251
and talk to one of the researchers, Dr. Will Longstreth, a UW Professor in Neurology at
Harborview Medical Center.
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Appendix 5.

: Text of letter sent to Seattle cardiologists, emergency room directors and

nursing directors of intensive care units



Human Subjects Division

«DATA List Providers» NOV 2 5 1997
«SET date=7date of letter»

Uw
«date»
«address»

Re: Clinical Trial of Brain Cardiopulmonary Resuscitation in Seattle

‘Dear Dr. «IF title = "Ms"»Ms.<ELSE»«IF title =
"Mr's>Mr.«ELSE»Dr.« ENDIF» «ENDIF» «name»:

Most patients whom Seattle paramedics resuscitate from cardiac arrest never
awaken, despite the excellence of the care they receive. In other words, these
patients never regain enough neurologic function to allow them to follow
commands or to have comprehensible speech. Effective treatments to protect
the brain from the global brain ischemia that accompanies cardiac arrest, brain
resuscitation, would allow more patients to awaken after cardiac arrest. Such
treatments are currently not available. Based on experiments in animals and
experience in humans, two widely available agents hold promise in brain
resuscitation. Magnesium can block the deleterious effects of excessive
excitatory neurotransmitters, and diazepam can enhance the counterbalancing
effects of inhibitory neurotransmitters.

My co-investigators and | aim to test the hypothesis that one of these agents or
their combination will increase the proportion of patients awakening after
cardiac arrest. We will use a randomized, double-blind, placebo-controllied
clinical trial with a factorial design. Patients whom paramedics resuscitate from
cardiac arrest will be eligible for the study assuming that they are 18 years or
older, have not already achieved the primary outcome of awakening, and have
endotracheal intubation. As soon as possible after return of pulse or blood
pressure, paramedics will inject, each over two minutes, the two syringes
containing study medications. The first syringe will have either 4 ml with 2 gm of
magnesium sulfate or 4 mi of normal saline. It will be tollowed by the second
syringe, which will have either 2 ml with 10 mg of diazepam or 2 m! of normal
saline. The contents of each syringe, active agent or placebo, will be unknown
to the paramedics. The study involves no other interventions.



Clinical Trial of Brain Cardiopulmonary Resuscitation in Seattle Page 2

Informed consent can not be obtained prior to the injections of study
medications because eligible patients will be unconscious, because of the need
to intervene as soon as possible upon reperfusion, and because of the
anticipated safety of these agents. We have secured approval from the Human
Subjects Review Committee at the University of Washington and the Food and
Drug Administration to use an emergency waiver of consent. Paramedics will

, leave an information sheet with every patient who is enrolled in the study. We

". ask that the patient's attending physician review this information with the
patient's family and, if appropriate, the patient. A copy of the information sheet
is included for your review.

Details on all of the outcomes for the study are currently collected by Medic One
personnel as part of the program's ongoing efforts to assure the highest quality
care possible. The primary outcome will be awakening, and the primary
analyses will involve comparisons of the proportion of patients awakening
between those receiving an active agent and those receiving the identical
appearing placebo. We encourage everyone caring for these patients to be as
precise as possible in charting the time of awakening. Approximately 300
patients will be enrolled and randomized over two years yielding a power of
90% to detect a decrease in the percent who never awaken from 60% to 40%.

If one of these agents or their combination proved effective, the study would
have immediate implications about how cardiopulmonary resuscitation is
performed, not only outside but inside the hospital, not only in Seattle but
elsewhere. Even should the study fail to show any benefit, it would still be an
important first step. Future studies could proceed to examine different doses or
different agents in larger numbers of patients, striving to make the concept of
brain resuscitation a reality.

If you have any questions about the emergency waiver of consent, the request
that the patient's attending physician review information about the study with the
patient's family, the request that everyone caring for these patients be as
precise as possible in charting the time of awakening, or anything else about
this study, please contact me as indicated below.

Sincerely,

W. T. Longstreth, Jr, MD
Department of Neurology

Box 359775

Harborview Medical center voice: 206 731-3251

325 Ninth Avenue facsimile: 206 731-8787
Seattle, WA 98104-2499 e-mail: wl@u.washington.edu

223-3251



INFORMATION SHEET ABOUT THE
BRAIN-CARDIOPULMONARY RESUSCITATION (B-CPR) TRIAL

- Arelative or close friend of yours recently experienced a cardiac arrest.

- Medic One paramedics have resuscitated and enrolled this patient in the

* Brain-Cardiopulmonary Resuscitation (B-CPR) Trial. Federal regulations
usually do not allow patients to be enrolled in a study without their informed
consent or without the consent of their next-of-kin. However, in certain
limited situations, such as emergency medicine research, the U.S. Food
and'Drug Administration (FDA) does allow some studies to be conducted
without consent. You should know that this particular study has been
reviewed by the FDA, the University of Washington, and the Seattle Fire
Department. All have agreed that a waiver of consent for this study is
permissible and does not pose additional risks to patients involved. In fact,
they may benefit from the treatment.

To explain further, during a cardiac arrest, the blood stops flowing to the
brain and damage may occur. People who are revived or resuscitated from
a cardiac arrest may never regain consciousness. Although the heart has
been resuscitated, the brain has not. TheFurpose of this study, called a
clinical trial, is to test whether or not one of two promising medications or
their combination will increase a person's chances of regaining
consciousness after being resuscitated from a cardiac arrest.

To be effective, these medications need to be given as soon as possible
after the heart starts pumping blood again. Consequently in this study,
Seattle paramedics inject the study medications in patients whom they have
resuscitated from a cardiac arrest if the person is 18 years or older and has
not immediately regained consciousness. The two injections are each
given over two minutes into an intravenous line, which is routinely placed in
all patients whom paramedics treat for cardiac arrest. The first injection
contains 4 cc (less than a teaspoonful) of magnesium sulfate or an identical
appearing placebo. The second injection contains 2 cc (less than half a
teaspoonful) of diazepam or an identical appearing placebo. Other than
these two injections, paramedics treat these patients in the same way as
they would treat anyone with cardiac arrest. Because all subjects who are
enrolled in this study must be unconscious, they should not experience any
discomfort as a consequence of these two injections. Even in patients who
are awake, such injections produce littie, if any, discomfort.

One of the people involved in this study will be contacting you in the near
future to discuss the study in greater detail. If you would like to talk to
someone as soon as possible, please call 521-1210. Alternatively, you can
contact Dr. Will Longstreth or Dr. Mike Copass through the Harborview
Medical Center paging operator at 731-3000.
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Letter from Food and Drug Administration date 1997 October 17
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Food and Drug Administration
Rockville MD 20857

IND 52,523

0CT | T
W.T. Longstreth, Jr., M.D. 1997

Department of Neurology

Box 359775

Harborview Medical Center

325 Ninth Avenue

Seattle, Washington 98104-2499

Dear Dr. Longstreth:

Reference is made to your Investigational New Drug Application (IND) submitted pursuant
to section 505(i) of the Federal Food, Drug, and Cosmetic Act for diazepam injection

(10 mg) and magnesium sulfate injection (2 mg) and to your amendment dated August 26,
1997.

We note that your August 26, 1997 amendment responds to deficiencies in procedures/
information required for use of exception from informed consent in emergency research
as required under 21 CFR 50.24, which precluded the Agency from granting permission
for you to conduct your proposed clinical investigation. These deficiencies were
communicated to you in an Agency letter dated August 4, 1997.

We have completed our review of your amendment and, as communicated to you by Mr.
Merril Mille of this Division on October 3, 1997, have concluded that you may proceed with
your proposed clinical investigation. With the incorporation of the changes outlined in the
August 26, 1997 submission into the protocol, we agree that your procedures/information
are acceptable for use of exception from informed consent in emergency research under
21 CFR 50.24. '

You are responsible for compliance with the Federal Food, Drug, and Cosmetic Act and
its implementing regulations (Title 21 of the Code of Federal Regulations). These
responsibilities include: '

1. Obligations Associated With 21 CFR 50.24
We remind you that 21 CFR 312.54 states that: 1) when a sponsor receives from
the Institutional Review Board (IRB) information concerning public disclosures
required by 21 CFR 50.24(a)(7)(ii) and (a)(7)(iii), the sponsor shall promptly submit
to the IND file and to Docket Number 95S-0158 in the Dockets Management Branch
(HFA-305), Food and Drug Administration, 12420 Parklawn Dr., m. 1-23, Rockville,
MD 20857, copies of the information that was disclosed, identified by the IND
number; and 2) the sponsor shall monitor such investigations to identify when an
IRB determines that it cannot approve the research because it does not meet the
criteria in the exception in §50.24(a) or because of other relevant ethical concerns,



IND 52,523 . PAGE 2

and promptly shall provivde this information in writing to FDA, investigators who are
asked to participate in this or a substantially equivalent clinical investigation, and
other IRB's that are asked to review this or a substantially equivalent investigation.

2.’ Future Protocols
Please note that the IND regulations require submission of a separate IND for each
_protocol utilizing exception from informed consent in emergency research (21 CFR
50.24). For this reason and for administrative reasons, we request the submission
of a new IND application for any new protocol regardless of the informed consent
procedures.

3. Safety Reporting Requirements
You are responsible for reporting any unexpected fatal or life-threatening
experience to FDA by telephone no later than three working days after receipt of the
information (21 CFR 312.32) and submission of annual progress reports.

Please forward all future communications concerning this IND in triplicate, identified by the
above IND number, and addressed as follows:

Food and Drug Administration

Center for Drug Evaluation and Research, HFD-120
Attention: Document Control Room

5600 Fishers Lane

Rockville, Maryland 20857

Should any questions arise concerning this IND, please contact Mr. Merril Mille, Senior
Regulatory Management Officer, at (301) 594-5528.

Sincer

Paul Leber, M.D.
Director
Division of Neuropharmacological
Drug Products
Office of Drug Evaluation |
Center for Drug Evaluation and Research
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